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Election/Restrictions 

Claims 17-45 remain withdrawn from further consideration pursuant to 37 CFR 
1 .142(b) as being drawn to a nonelected species, there being no allowable generic or 
linking claim. Election was made without traverse in the reply filed on September 1, 
2005. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-10 and 15 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Marcus et al (5,295,484) in view of the teachings of Panescu et al (2003/0078509) 
and Webster, Jr. (5,827,278). 

Marcus et al discloses a catheter for mapping and ablating cardiac tissue, the 
catheter having an ultrasound transducer mounted at the distal end. The transducer 
may take a variety of shapes, and includes a back surface mounted to the catheter for 
directing energy in a forward direction. In Figures 8 and 9, the transducer is mounted to 
the distal end and has a flat face for directing energy forward (see col. 7, lines 50-55). 
Figure 6 shows a rectangular-faced transducer with the back surface mounted in the 
catheter body. Marcus et al also disclose electrodes on the distal catheter surface for 
sensing a location (e.g. through mapping) in the heart. However, Marcus et al do not 
specifically disclose that the electrodes function as sensors to sense a location and an 
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orientation of the transducer within the patient, and Marcus et al also fail to specifically 
disclose a steering mechanism used to deflect the catheter. With regard to the various 
sizes for the transducer and the spacing for the sensors, the examiner maintains that 
such parameters would be a matter of obvious design choice dependent on the 
particular procedure. It is noted that applicant's specification has not indicated any 
particular criticality or unexpected result associated with these values. 

Panescu et al, as addressed in previous Office actions, also disclose a catheter 
for the mapping and ablation of cardiac tissue. In particular, Panescu et al teach that it 
is advantageous to provide such a catheter system with a sensor means to precisely 
locate the catheter device, as well as determine the orientation of the catheter (and 
inherently it's components) within the body. See paragraphs [0103-0104]. 

Regarding the deflecting means, the examiner maintains that steering wires are 
generally very well known in the art of ablation catheters, particularly cardiac ablation 
catheters, for controlling the placement of the device on tissue. Webster, Jr. discloses 
another ablation catheter and specifically discloses a steering mechanism including a 
control handle at the proximal end of the catheter body, and a deflection wire (30) 
extending through the catheter body. The deflection wire (30) has a distal end (42) 
fixed to the catheter distal end. The deflection wire is anchored at a position that is off- 
axis to the central axis of the catheter body (Figure 6). The examiner maintains that 
one of ordinary skill in the art would recognize that the steering wire may be located at 
any desired off-axis position to control the steering of the catheter relative to the 
ablation element that would be treating tissue. For example, the Webster, Jr. 
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embodiment of Figure 6 would allow for steering of the catheter in a direction to the right 
as you look at the catheter. One of ordinary skill in the art would recognize that adding 
such a steering mechanism to the Marcus et al catheter having the flat transducer 
(Figures 6 and 7) would allow the catheter to be steered in a desired direction. The 
particular direction the Marcus et al catheter would be steered would be an obvious 
design consideration for one of ordinary skill in the art, and the skilled artisan would 
obviously know how to locate the steering wire relative to the tip to provide the desired 
bending plane. 

To have provided the Marcus et al catheter with a location sensor means to 
precisely determine the location and orientation of the catheter within the body to assure 
treatment of a desired tissue target would have been an obvious modification for one of 
ordinary skill in the art in view of the teaching of Panescu et al. To have further 
provided the Marcus et al catheter with a deflection wire to control the placement and 
orientation of the transducer within the body would have been an obvious consideration 
for one of ordinary skill in the art in view of the teaching of Webster, Jr. The specific 
connection point for the steering wire is deemed to be an obvious design consideration 
as one of ordinary skill in the art would be capable of determining the best location to 
provide the optimal steering plane for aligning the transducer relative to tissue. 

Claim 11 is rejected under 35 U.S.C. 103(a) as being unpatentable over Marcus 
et al ('484), Panescu et al ('509) and Webster, Jr. ('278) as applied to claim 1 above, 
and further in view of the teaching of Chandrasekaran et al (6,394,956). 
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The combination of the Marcus et al catheter with the Panescu et al and Maguire 
et al teachings has been addressed previously. Marcus et al disclose electrodes on the 
end of the catheter, but fail to specifically disclose the ultrasound transducer mounted 
on the surface of the electrode. Rather, the electrodes are provided in proximity to the 
transducer. 

Chandrasekaran et al disclose another mapping and ablation catheter and 
specifically teach that it is known to mount an ultrasound transducer (34) directly to an 
electrode (38) at the distal end of the catheter assembly. Such a mounting allows the 
use of the transducer in direct relationship with the electrode. 

To have provided the Marcus et al device with a tip electrode and the transducer 
mounted to the transducer, as fairly taught by Chandrasekaran et al, to allow for the use 
of RF and ultrasound energy at the same location would have been an obvious 
consideration for one of ordinary skill in the art. 

Claim 16 is rejected under 35 U.S.C. 103(a) as being unpatentable over Marcus 
et al ('484) and Panescu et al ('509) and Webster, Jr. ('278) as applied to claim 1 above, 
and further in view of the teaching of Crowley et al (6,004,269). 

Again, the combination of the Marcus et al catheter with the Panescu et al and 
Maguire et al teachings has been addressed. Neither catheter specifically provides for 
a fluid channel to provide an irrigant to tissue. 

Crowley et al disclose another ablation catheter that includes an ultrasound 
transducer and electrodes. In particular, Crowley et al teach of the advantages of 
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providing a flushing or ablation enhancement solution through a lumen in the catheter 
(col. 10, lines 38-45). 

To have provided the Marcus et al catheter, as modified by the teaching of 
Panescu et al, with a fluid lumen to provide an irrigant and/or ablation enhancement 
fluid to enhance the ablation of tissue would have been an obvious consideration for 
one of ordinary skill in the art in view of the teaching of Crowley et al. 

Response to Arguments 

Applicant's arguments filed February 25, 2008 have been fully considered but 
they are not persuasive. 

Applicant contends that since the Webster, Jr. device includes ring electrodes 
that enable energy delivery to tissue in any orientation, that there is no proper 
suggestion to provide a steering wire as taught by Webster, Jr. to a catheter having a 
direction oriented energy delivery element. This argument is not found persuasive by 
the examiner. The examiner maintains that one of ordinary skill in the art would readily 
recognize, based on the suggestion by Webster, Jr., that it is advantageous to provide a 
steering mechanism on any heart ablation catheter. The heart is a relatively organ, 
compared to the catheter, and Webster, Jr. teaches of the advantages of providing a 
steering mechanism that would allow for the location of the operative tip at a desired 
location. Again, the examiner maintains that whether the delivery means is directional 
specific or circumferential, there are still clear advantages of providing a steering wire 
for locating the operative element(s) at a desired location. Further, the examiner also 
maintains that one of ordinary skill in the art would be obviously be able of determining 
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preferred steering wire attachment locations given an ablation device that had a 
specifically oriented ablation element. That is, there would be no undue 
experimentation necessary to determine optimal locations for the attachment of a 
steering wire to appropriately control the deflection of a catheter having an oriented 
ablation mechanism on the tip such that the device may be directed and oriented to the 
proper tissue site for treatment. Webster, Jr. is merely cited as a teaching that it is 
generally known to use steering wires to control the deflection of a cardiac ablation 
catheter so as to locate the operating tip at a desired tissue site. It remains the 
examiner's position that a skilled artisan would be capable of using such a teaching to 
effectively modify the Marcus device to employ the same steering advantages. 

Applicant has not substantively argued the merits of the combination of the 
Panescu et al teaching to the rejected claims, nor has the applicant argued subsequent 
obviousness rejection of claims dependent from claim 1 . The examiner maintains the 
rejections of record are tenable. 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
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extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael Peffley whose telephone number is (571) 272- 
4770. The examiner can normally be reached on Mon-Fri from 7am-4pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Linda Dvorak can be reached on (571) 272-4764. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Michael Peffley/ 

Primary Examiner, Art Unit 3739 



